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In the Claims: 

1 . (currently amended) A prosthesis for implant in a human patient body conta i n i ng a 
ruptur e i ndicator comprising: 

(a4-an at least one elastomeric e xt e rna l envelope; of m e d i ca l grad e el astom e r 
containing a flu i d mator i a l and a b i ologica ll y compat i blo chomical ind i cator for i nd i cat i ng 
rupturo of sa i d prosthos i s, and 

(b) an i ntorna l onvo l opo of mod i cal grado o l actomor disposod w i thin said 
oxtorna l onvo l opo, sa i d i ntorna l onvolopo conta i ning an i mplant a_f illing material 
contained in the elastomeric envelope; and 

a biologically compatible rupture indicator contained within the elastomeric 
envelope capable of leaking out of the envelope and causing a body change detectable 
to the patient. 

2. (currently amended) The prosthesis conta i n i ng a rupturo i ndicator of Gclaim 1 , 
wherein said b i ologica ll y compat i blo chom i ca l the rupture indicator is a at least one dye. 

3. (currently amended) The prosthesis containing a rupturo i ndicator of Gclaim 2, 
wherein said biolog i cal l y compat i blo chom i ca l the rupture indicator is methylene blue. 

4. (currently amended) The prosthesis conta i ning a rupturo i nd i cator of Gclaim 2, 
wherein said b i o l og i ca l ly compat i b l o chomical i nd i cator the rupture indicator is at loact 
one-selected from the group consisting of aurintricarboxylic acid (ATA), halogenated 
ATA, sulfonated ATA, sulfonated-halogenated ATA, phosphorylated ATA, anazolene 
sodium, eosine I bluish, eosine yellowish, erythrosine, Evan's blue (EB), fast green FCF, 
fuchin(e) acid, iodophthalein sodium, rose bengal, sulfobromophthalein sodium, suramin 
sodium, trypan blue, trypan red, rosaniline chloride, crystal violet, methyl blue, methyl 
green, coomassie blue, basic fuchsin, malachite green, brilliant green, aniline blue, 
brilliant cresyl blue, safranin O, ethyl violet, pararosaniline acetate, methyl violet, direct 
yellow, direct red, ponceau S, ponceau SS, nitrosulfonazo III, Chicago sky blue 6B, 
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calcion or RG-13577, FD&C red No. 3, FD&C red No. 40, FD&C blue No. 1, and FD&C 
yellow No. 5 , and combinations of these . 

5. (currently amended) The prosthesis conta i ning a rupturo i nd i cator of Gclaim 1 , 
wherein sa i d b i olog i ca l compatib l o chom i ca l the rupture indicator is an odour generating 
agent which generates a smell as the body change detectable to the patient w hen 
leaking out from said the prosthesis. 

6. (currently amended) The prosthesis containing a rupture indicator of Gclaim 1 , 
wherein said bio l ogica l compat i b le chom i ca l t he rupture indicator is a sensation agent 
which causes a local sensation as the body change detectable to the patient w hen 
leaking out from said the prosthesis. 

7. (currently amended) The prosthesis conta i n i ng a rupturo i nd i cator of Gclaim 1 , 
wherein said the prosthesis is a breast prosthesis. 

8. (currently amended) The prosthesis conta i n i ng a rupturo i nd i cator of Gclaim 1 , 
wherein said the prosthesis is at loast ono implanted in a portion of the body selected 
from the group consisting of brow, nose, cheek, chin, lips, pectoral, triceps, and biceps, 
genitals, buttocks A and calf prosthosos . 

9. (currently amended) The prosthesis containing a rupturo i ndicator of Gclaim 1 , 
wh e r ei n s a i d e xterna l l um e n further comprises a f i ll i ng m e ans valve disposed in the 
elastomeric envelope for f ill ing sa i d flu i d matoria l adding or removing rupture indicator to 
or from the prosthesis . 

10. (currently amended) The cosmotic and roconstructivo prosthesis conta i n i ng a 
rupturo i ndicator of Gclaim 9, wherein sa i d f il l i ng moanc the valve is a self-sealing 
va l v e. 
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1 1 . (currently amended) A method of detecting rupture of a c osmotic and 
reconstructive prosthesis in a human patient body, comprising: 

(a) surg i cal l y implanting a prosthesis c ontaining a bio l og i cal l y compatib lo 
chem i ca l ind i cat or having at least one elastomeric envelope and a filling material 
contained therein f or i ndicat i ng rupturo of oa i d prosthes i s in a location of athe patient 
body i n nood of said prosthesis ; and 

adding into the prosthesis a biologically compatible rupture indicator, capable 
of leaking out of the envelope and causing a body change detectable to the patient; 
and 

(detecting the body change caused bv the rupture a change of a body 
socr o t i on or poriphora l b l ood for indication of l eak i ng out of said indicator upon leaking 
out from said the prosthesis. 

12. (currently amended) The method of Gclaim 1 1 , wherein the body change 
detectable to the patient is a change in a s aid-body secretion is at loast one selected 
from the group consisting of urine, saliva, perspiration af*d feces , and combinations of 
these . 

1 3. (currently amended) The method of Gclaim 42 H, wherein sa i d change the body 
change detectable to the patient is a presence of said chemical the indicator or a 
metabolized product thereof in said -at least one body secretion or peripheral blood. 

14. (currently amended) The method of Gclaim 12, wherein said the change is an 
odour from said i nd i cator in sa i d emanating from the body secretion. 

15. (currently amended) The method of Gclaim 12, wherein said the change is a color 
change of at least one of sa i d body secretion. 
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16. (currently amended) The method of claim 1 1 , wherein the body change detectable 
to the patient is dotoct i na rupturo of a cosm e t i c and rooonstruct i vo prosthosis 
compr i sing: 

( a) surg i ca ll y implant i ng a prosthosis containing a b i o l ogical l y compat i b l o 
chomica l i nd i cator for indicating rupturo of said prosthosis in a location of a pationt body 
i n nood of sa i d prosthos i s; and 



for i ndication of loak i ng out of sa i d ind i cator from sa i d prosthosis . 

1 7. (currently amended) The method of Gclaim 1 6, wherein said chango the body 
change detectable to the patient is a local skin color change. 

18. (currently amended) The method of Gclaim 16, wherein said chango the body 
change detectable to the patient is a local sensation. 

19. (cancelled) 

Please add the following claims: 

20. (new) The prosthesis of claim 1 , further comprising two elastomeric envelopes, a 
first elastomeric envelope containing the filling material and a second elastomeric 
envelope containing the rupture indicator. 

21 . (new) The prosthesis of claim 20, wherein the second envelope is external to the 
first envelope, and wherein upon rupture of the exterior envelope the rupture indicator 
leaks out and causes a body change detectable to the patient, alerting the patient of 
rupture of the external envelope and impending rupture of the first internal envelope and 
the filling material contained therein. 




■a change locally to a portion of the body around said the prosthesis 
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22. (new) The method of claim 1 1 , wherein the prosthesis further comprises two 
elastomeric envelopes, first elastomeric envelope containing the filling material and a 
second elastomeric envelope containing the rupture indicator. 

23. (new) The method of claim 22, wherein the second envelope is external to the first, 
and wherein upon rupture of the exterior envelope the rupture indicator leaks out and 
causes a body change detectable to the patient, alerting the patient of rupture of the 
external envelope and impending rupture of the first internal envelope and the filling 
material contained therein. 

24. (new) A method of detecting impending rupture of a prosthesis in a human 
patient body, comprising: 

implanting in a location of the body a prosthesis having two elastomeric 
envelopes, a first elastomeric envelope containing the filling material and a second 
elastomeric envelope external to the first envelope; 

adding within the external envelope a biologically compatible rupture indicator, 
capable of leaking out and causing a body change detectable to the patient upon 
rupture of the second external envelope; and 

detecting the body change caused by the rupture indicator upon leaking out 
from the external envelope prior to rupture of the first internal envelope. 



